BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against:
ANGALINE MARIE WUSSTIG

3813 Rogue River Circle

West Sacramento, CA 956_91

Pharmacist License No. RPH 69944

Respondent.

Case No. 5534

OAHNo. 2016061130

DECISION AND ORDER

The attached Stipulated Settlement and Disciplinary Order for Public Reproval is

hereby adopted by the Board of Pharmacy, Department of Consumer Affairs, as its Decision

in this matter.

This Decision shall become effective at 5:00 p.m. on May 17, 2017.

It is so ORDERED on April 17, 2017. .

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

By

Amy Gutierrez, Pharm.D.
Board President
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KATHLEEN A. KENEALY
Acting Attorney General of California
JANICE K. LACHMAN
Supetvising Deputy Attorney General
ANAHITA S. CRAWFORD
Deputy Attorney General
State Bar No. 209545

1300 I Street, Suite 125

P.O. Box 944255

Sacramento, CA 94244-2550
Telephone: (916) 322-8311
Facsimile: (916) 327-8643
Attorneys for Complainant

BEFORE THE
- BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA -
In the Matter of the Accusation Against; Case No, 5534
ANGALINE MARIE WUSSTIG OAH No. 2016061130
3813 Rogue River Circle
West Sacramento, CA 95691 STIPULATED SETTLEMENT AND

DISCI Y ORDER FOR PUBLIC

Pharmacist License No, RPH 69944 REPR(I;I\}IEI}}R

Respondent. | 1Bys, & Prof. Code § 495]

IT IS HEREBY STIPULATED AND AGREED by and between the parties to the above-

entitled proceedings that the following matters are true:
PARTIES

1. . Virginis Herold (Complainant) is the Executive Officer of the Board of Pharmacy
(Board). She brought this action solely in her official capacity and is represented in this matter by
Kathleen A, Kenealy, Acting Attorney General of the State of California, by Anahita §.
Crawford, Deputy Attorney General.

2. Respondent Angaline Marie Wusstig, (Respondent) is represented in this proceeding
by attorney Ivan Petrzelka whose address is: 2855 Michelle Drive, Suite 180, Irvine, CA 92606~
1027,
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JURISDICTION

3, Onor about October 3, 2013, the Board issued Pharmacist License Number RPI
69944 to Angaline Marie Wusstig . The pharmacist license was in full force and effect at all
times relevant to the charges brought herein and will expire on July 31, 2017, unless renewed.

4. Accusation No, 5534 was filed before the Board of Pharmacy (Board), Department of
Consumer Affairs and is currently pending against Respondent. The Accusation and all other
statutorily required documents were properly served on Respondent on May 24, 2016,
Respondent timely filed his Notice of Defense contesting the‘Accusation. A copy of Accusation
No. 5534 is attached as exhibit A and incorporated herein by reference.

ADVISEMENT AND WAIVERS

3. Respondent has carefully read, filly discussed with counsel, and understands the
charges and allegations in Accusation No. 5534, Respondent has also carefully read, fully
discussed with counsel, and understands the effects of this Stipulated Settlement and Disciplinary
Order for Public Reproval, _

6. Respondent is fully aware of her legal rights in this matter, including the right to a
hearing on the charges and allegations in the Accusation; the right to be represented by counsel at
her own expense; the right to confront and cross-examine the witnesses against her; the right to
present evidence and to testify on ber own behalf; the right to the issuance of subpoenas to
compel the attendance of witnesses and the production of documents; the right o reconsideration
and coutt review of an adverse decision; and all other rights accorded by the California
Administrative Procedure Act and other applicable laws.

7. Respondent voluntarily, knowingly, and intelligently waives and gives up each and
every right set forth above,

CULPABILITY
8. Respondent admits the truth of each and every charge and allegation in Accusation

No. 5534,

9. Respondent agrees that her Pharmacist License is subject to discipline and she agrees

to be bound by the Disciplinary Order helow.

2
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CONTINGENCY

10.  This stipulation shall be subject to approval by the Board of Pharmacy. Respéndent
understands aﬁd agrees that counsel for Complainant and the staff of the Board of Pharmacy may
communicate directly with the Board regarding this stipulation and settlement, without notice to
or participation by Respondent or his counsel. By signing the stipulation, Respondent
understands and agrees that he may not withdraw his agreement or seek to rescind the stipulation
prior to the time the Board considers and acts upon it. If the Board fails to adopt this stipulation
as its Decision and Order, the Stipu}ated Seltlement and Disciplinary Order for Public Reproval
shall be of no force or effect, except for this paragraph, it shall be inadmissible in any legal action
between the parties, and the Board shall not be disqualified from further action by having
considered this matter. |

11, The parties understand and égree that Portable Document Format (PDF) and facsimile
copies of this Stipulated Settlement and Disciplinary Order for Public Reproval, inchuding
Portable Document Format (PDF) and facsimile signatures theteto, shall have the same force and
effect as the originals,

12, This Stipulated Settlement and Disciplinary Order for Public Reproval is intended by
the parties to be an integrated writing representing the complete, final, and exclusive embodiment
of their agreement. It supersedes any and all prior ot contemporaneous agreements,
understandings, discussions, negotiations, and commitments (written or oral). This Stipulated
Settlement and Disciplinary Order for Pablic Reproval may not be altered, amended, modified,
supplemented, or otherwise chunged except by a writing executed by an authorized representative
of each of the partics.

13, Inconsideration of the foregoing admissions and stipulations, the parties agree that
the Board may, without further notice or formal proceeding; issue and enter the following
Disciplinary Order: |
1
I
a
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IT 15 HEREBY ORDERED that Phormacist License No. RPH 69944, issued to Angaline
Marig Wusatig {(Respondent) shall by publicly reproved by the Board of Pharmacy under Business
and Professions Code section 495 in resolution of Accusation No. 5534, attached as exhibit A.

ACCEPTANCE,

1 have catefully read the above Stipulated Settlement and Disciplinary Order for Public

Reproval and have fully disoussed it with my attorney, Ivan Petrzelka, 1 understand the

stipulation and the effect it will have ou my Pharmaclst License. I enter jnto this Stipulated

Settlement and Disciplinary Order for Public Reproval volantarily, knowingly, and iﬁtelligm&t’ly,

and agree to'be bound by the Decision and Order of the Board of Pharmacy.

DATED: @1/'\\/1:} d//ﬂ 44777
b ANGALINE MARIE WUSSTIG
Respondent

Lhave read and fully discussed with Angaline Marie Wusstig the torras and conditions and
other matters contained in the above Stipulated Settlement and Disciplinary Order for Public

Reproval. Tapprove its form.and content,

| 3 N
January 11, 2017 Véﬂﬁ%

DATED:
VAN PETRZELEA
Attorney for Respondent
H
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ENDORSEMENT

"The foregoing S.tip.u lated Settlement and Disciplinary Order for Public Reproval is hereby

respectfully submitted for eonsideration by the Board of Pharmacy of the Department of

Consumer Affairs,

dated: /. Jod - /-

SA2015104447
12545306,doa

Respeetfully submitted,

KATHLEEN A, KENBALY
Acting Attorney General of Califotnia
JANICE K. LACHMAN

Supervising Deputy Attorn

' General

A prCRAWFORD
Deputy Attorney General
Attorneys for Complainant
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Exhibit A

Accusaﬁon No. 5534



KAMALAD HARRIS

Attorney.Gieneral of California ‘
JANICE K. LACHMAN

Supervising Deputy Attotney General
ANAHITA S, CRAWFORD
Deputy Attorney GGeneral

State Bar No, 209545

1300 T Street, Suite 123

P.0. Box 944255

Sacramento, CA 94244-2550
Telephone: (916) 322-8311
Facsimile: (916) 327-3643
Attomeys Jor Complamant

BETORE THT '
BOARD O¥ PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS -
STATE OF CALIFORNIA

In the Matter of the Accusation Against: Case No. 5534
SIERRA COMPOUNDING PHARMACY | ‘
ROBERT HILBERT SEIWERT, OWNER L .
ANGALINEMAI{IEWUSSTIG PIC {ACCUSATION
1101 Maidw Drive, #200 - '
Auburn, CA 95603

Pharmacy Permit No. PHY 49228,

AN GALINE MARIE WUSSTIG

3813 Rogue River Circle

West Sacramento, CA 95691

Pharmacist I)iéense No. RPH 69944,
and I' |

KRISTEN R. GORSKI

12188 Colfax Highway

Grass Valley, C 95945

Pharmaclst License No. RPH 67057

Complainant alleges: )
| PARTIES

1. Vipginia Heiold { ‘C‘omp lainant™) brmgs this Accusation solely in her official capacity

as t]je Exeoutive Ofﬁcer of the Boald of Pharmacy (“Board™), Depa;rtmant of Constmer Affairs.

IERRA COMPOUNDING PHARMACY) ACCUSATION |




2. Onor fibou’g December 29, 2008, the Board issued Pharmacy lI:;'ermit' Number PI—iY :
49228 to Robert Hilbert Seiwert (“‘Respdnﬁen’z”), owner q:[" SierraCompouﬁd.ing Pharmacy. The
pharmacy permit was in full force and effoct ot afl times relevant to the éha;rges brought herein
and will expire on December 1, 2'016, u:uleSslrenewed. ‘ |

3. Onorabout Ogtobef 3, 2013, the Board issued Pﬁarmaoist License Number RPH
. 69944 to Angaline Marie Wusstig l(“Respoﬁdent Wusstig”), The pl'iarmaqist Hoense was in full
force a'nd effect at all times relevant to tlie cha:rée_s' bfought herein and will expire on .Tu'ly 31,
201'% ) unless; reﬁewed., ' | : . _ _

4. Onor about April 19, 2012, the Bparc? ismwd,i’harmacist License Number RPEH
67057 to Kristen R. Gorski (“Respondent G'orslld”). The phaﬁnacis’é license was in finll force and

effect at'all times relevant to the charges brought herein and will expire on September 30, 2017,
unless renewed. '
 JURISDICTION |
5. This Accusation is brought before the Board under the authority of the following
laws, All_section'refarences are-to the Business and Professions '(idde (“Code”) unless otherwise
indjcated. _ |
6. Cods section 4300.1 states:
The axpiratibn, cancellation, forfeiturs, or suspension of aboard-issued license by.
operation 'of law or by order ot decision of the board or a comt of law, the placement -
of a license on a retired status, or the voluntary surrender of a license by a licengee
shall not deprive the board of jurisdiction to conmence of proceed with any
investigation of, ot action or disciplinary proceeding against, the licenses or 16 render
a decision suspending or revoking the license, SR
7. Section 4011 of the Cade provides that the Board shall administer and enforce both
%he Pharmacy Law [Bus. & Prof, Code, § 4000 et seq.] and the Uniform Controlled Substances
8. Code section 4300 states, in pertinent part:

(8) Every license issued may be suspended or revoked.

- (b) The board shall discipline the holder of any license issued by'the'ljoard; whose -
default has been entered. or whose case has been heard by the board and found

guilty, by any of the following methods: '

) .
 (SIBRRA COMPOUNDING PHARMACY) ACCUSATION




¢)) Suspending Judgment. -
(2) Placing him or her upon probation.

: (3) Suspending his or her right to practme fo1 a petiod not exceedmg one yeat,
(4) Revoking his or her license. ‘

(5) Taking any other action in relation to d1sc1p1mmg him or her a8 the boaxd in its
diseretion may deem proper

STATUTORY PROVI&IOHS
Bgs;gess and Professions Code (Disciplinary Trovisions)

9. Code section 4301 states, in pertinent part:

The board shall take action agamst a;ny holder of a license who is guilty of

unprofessional conduet . Unprofessmnal conduct shall include, but is not limited
to, any of the followmg

() The violation of any of the statutes of this state, of any other state, or of the ﬂnited
States regulating confrolled substances and dangerous drugs,

(o) Violating or attemptmg to violate, directly or indirectly, or assisting in or abetting
the violation of or conspiring to violate any provision or term of this chapter or of the
applicable federal and state laws. and regulations governing pharmagy, including

regulatlons estabhshed by the board or by any other state or federal regulatory
Agency . _

10.  Code section 43 06.5 states, in pertmem part:

“Unprofessional conduct for a pharmacist may include any ofthe ~folldwling:

(b) Acts ot omissions that mvolve, in who le or in part, the failure to exercise or
implement his or her best professional judgment of corresponding respongibility with
regard to the dispensing of furnishing of controlled substances, dangerous drugs, or
dangerous demces or Wlﬂl regard to the prowsmn of services. :

.(c) Acts or oissions that mvolve in whole or mpart the % e\ululre to consult I

appropriate patient, pr escupuon, and othcr records pertaining to the parformance of
any pharmacy function .

11.  Additionally, Code séction 4113, subdivision (c), states tha’z “ItThe pharmamst-m—

charge éhall be responsible for 4 pha,rmacy's oomphanoe with ali state 'clmd.federal Taws and

regulatioﬁs pertaining to the practice of pharmacy.”

3 : :
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12, Section 4013(a) of the Code states:

Any facility Iioensec’l'by the boeard shall join the board’s e-mail noi_;iﬁca"clon list within
60 days of obtaining a license or at the time of license renewal.

13, Section 4169 of the Code states:

(2) A person or sntity shall not do aﬁyiof the following:

' (3) P\;rchasé, trads, sell, or transfer dangerous drugs that the person knew or
reasonably should have known were misbrandsd, as defined in Section 111335 of
the Health and Safety Code. ' :

Staig and Federal Drug Codes (Yishranded Drugs)

14. Health and Safety Code section 111335 states that “[a]ny glfug ot dévice is

misbranded if its labeling or packaging does not conform to the IEquireﬁlem's of Chapter 4

(commenoing with Section ‘110290).”

15, Health and Safety Code section 111400 provides that a dmg isrmisbranded ifit is

dangerous to “health when used in the dosage, or with the frequency or duration prescribed, -

recommended, or suggested in. its labelirig.”

© 16, Title 21, United States Code, section 352 states, in pertinent patt:

A Drug ot device shall be deemed to be rhisbranded -

(f) Directions for use and warhings on label

Unless its lebeling bears (1) adequate directions for use; and (2? such adequate
warnings against use in those pathological conditions or by.children where its use
may be dangerous to health, or against unsafe dosage or methods or dutation of
_administration. or application, in such manner and form, as are necessary for the
protection of users, except that where any requirement of clause (1) of this paragraph,
as applied to any drug or devics, is not necessary for the protection of the public
. health, the. Secretary.shall promulgate regulations exempting such drug or device. -

health care facilities or by a nealth care professional and required labeling for in vitro
disgnostic devices intended solely by electronic. means, provided that the labeling -

* complics with all epplicable requirements of law, and that the manufacturer affords
such users the opporiunity to request the labeling in paper form, and after such
request, promptly provides the requested information without additional cost . . .

" {STERRA COMPOUNDING DHAKMACT) ACCUSATION

‘from such requirsment, Required labeling for prescription devices intended.forusein |




17.  Health and Safety Code section 111440 states that “Ji]t ié‘m'ﬂawﬁ;l for any person to
manufacture, sell, deliver hold, or offer for sale any drug or device that is misbranded,”
18. Health and Safoty Code section 111450 provides that it is walawfil fot any person to

receive in commerce any drug or dev:tce that is 1msbranded or to dehver or proffer i‘or dehvery .

any drug or device.

REGULATORY PROVISIONS
19.  California Code of Regulations, title 16, section 1735, subdivision (a):
states in pertinent part: | ' |

“Compounding” means any of the fo]lowmg activities occurring ina
licensed pharmacy, by or under the supervision-of a licensed pharmacist, pursuant to
a prescription: :

(1) Altermg the dosage form or dehvery system of a drug
@) Aliermg the strength of a drug
(3). Combining components or active ingredients

(4) Preparing a drug product fiom chemicals or bulk dmg substances

20.  California Code of Rogulations, title 16, sectiqn 1735.2 states:

() A drug product ghall not be comiaétmded until the pharmacy has fitst
prepared a written master foxnula record that includes at Jeast the I.'ollowmg
elements:

(1) Active ingredients to be used.

(2) Equipment to be used.

'(3) Expiration dating reqﬁﬁemehts'

4) Inactive ingler] ients to be used.

(5) Process and/or 13rocedure used to prepare the drug

(6) Quality reviews required at each gtop in prepara‘tmn of 'Lhe d:mg

(7 Post~compoundmg process or procedvres required, if any. N

-8

(STERRA COMPOUNDING PHARMACY) ACCUSATION




BAY-TN- B B . TR S T -

R N R R R RBNREE RS AGEGEES
. i - ) - _

voe

(D) The pharmamst performing or supervising compounding is responsible

for the proper proparation, labolmg, storage, and delwory of the compounded drug
product o ,

C‘OST EECQVERY
21, Code section 125.3 provides, in pertment patt, that a Board may Tequest the

administrative law Judge to dirsct & loontidte found to have committed a violation ot VlolatIOﬂS of|

the hoonsmg act to pay a sum not to oxoeod the reasonablo costs of the mvestlgauon a.nd

: enforcerent of the case.

DRUG

)

22.  “Domperidone” is an anti-dopaminergic drug that acts as an antiemetio and a

prokinetic agent, and is used to relieve nauses, and vomiting and to increase lactation, Tisa

dangerous drug under Business and Plofossmns Code soction 4022, Dompondone s not

approvod for use in humans in the United Statos by the Food and Drug Administration. Drug

products compounded using domponodono are subject to tho approval requn emonts of the fedoral 3

'Food Drug and Cosmetic Aot

‘ FACTUAL BAQKGROUND
23.. On and between October 16, 2012 and Aprﬂ 24,2015, Knston R Gorskl '

(“Rosponden‘n. Gorskl’ ) Was the pharimiacist-in- chdrgo at Sloua, Compo‘tmdmg Pharmaoy. On ot

about Apnl 27, 2015 Angaline Marie Wusstig (“Rospondont Wusst1g”) replaoed Respondent

Gorskz as the pharmac1st~u1~oharge

24, Omn June 7, 2004, the U.S, Food and Dlug Admm1strat10n (“FDA”) 1ssuod a talk

paper titled, “FDA Warns Agamst Women Usmg Unapproved Drug, Domporldono to Incleaso _
] ..Mﬂlc Producmon 2 The paper. gtated. mportmont part that. domporldono is.an “unapproved dmgj

and that it is not approvod in the US for human use. Tt also warned breas‘r~foed1ng women hot to

use the product because of sa,foty cONCerns, and that FDA field personnel were alerted to be on

the lookout for attemnpts o i 1mp art domp eridone so it could be detamed Tho talk paperr md1ootod ,

that the’ FDA 1ssued gix lottels to phermacies that compound produots oonhmmg domperldono

and firins that supply dotperidone for use in oompoundmg Tho pape1 statod “[tThe letteis:
6
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v101ats the Federal Food, Drug, and Costhetic Act (the Act)1 because ’chey are unapproved new
drugs and misbranded. Tn addition, d1st11but1on within the U. S., or importation of domp endone~
containing products, violates the law. - Over the next seyeral years, the FDA _con‘tmued 10 ssue

il and publish waraing letters to 1&Eorato1'ies and pharmacies that it identified were distributjng and
compounding doxﬁperidone for human use, in violai‘ic-)n of the Act. -

25. On Maz.;ch 18, 2011, the FDA issued an import alert for domperidone indioating the
agency leatned domperidone was be:mg 1mpo1“ted a8 a bulk active pharmaceuuca;l mgredmnt for
pharmaoy compounding, which presentecl a public heah.h risk and violated the Act.

26, OnMarch 12, 2012, the FDA issued a reviged Impurt alert for dompqndone. This
revised fuport s;lt?rt stated the “ . ddmpéridqne is not appropriate for iaha.rh:taoy compounding
use because this bulk active ingfedient isnota component of an FDA approved drug, orisa”
component of a drug that was Wlthdl&Wﬂ or removed from the ma;rket for mfety reasong.”

27. Onor about April 14 2013, the Board of Pharmacy issued a “suhscnber a.lert” 1,0
pharmacies and pharmamsts stating, “Dompendone is tlot FDA—approved for any use in humans- -
in the United States. Drug products comp ounded usmg domperldone are subject to they approval

_reqmreman’cs of the Federal Food, Drug, and Cosmietic Act.”

28. - Respondents did not possess any FDA approval alléwing,thcm to receive or dispense -
domperidone. " ' |
' 29, On or between April 29, 2014 and Aprﬂ 29,2015, R@spondcnts compounded 5,191

capsules of vatious strengths of donaperidone whmh wete d1spensed on over 50 prescriptions.
Respondent pha:rmacy stated that the pharmacy ooinpmmded domperidone pursiant to
pr escuptxons and that the drug had been purchased from PCCA.

30, Invmces fromPCCA showed that the pharmacy: had. pu:rchased dqmpaﬂdon@ ,ﬁ.om
| PCCA on and between August 19, 2014 to Agpril 29 2015. o
i
I

121'0.8.C. § 301 et seq.
L :
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_ FIRST CAUSE FOR DISCIPLINE -
- (Faﬂure to'Exer‘cise or Implement Best Prqfes,sioﬁal Judgment
. | or Coxresponding Responsibility)
31. Respondent Seiwert’s pharmacy permit and Réspoudents Gorgki’s and Wugstig’s
pharmacist licenses are subject-to di.sciplilnary action for unprofessional conduct pursusnt to Code
section 4301, ag defined by Code section 4306.5 subdivision (b), in that Respondents failed to
exercise or Implemem their best professmnal judgment or corresponding reslaonmbﬂny by
compounding and dispensing domp eridone, a drug that had not been approved for hmnan age by
the FDA and for which the FDA had issued a warning against its use as ﬁ:lJ.‘ther set forth in
patagraphs 24-30, above and mcorporated harem by reference.
" SECOND CAUSE FOR DISCIPLINE
(Faﬂmg to Consult Appropriate Records)

32, Respond.ent Seiwert’s pharmacy pemnt and Raspondems Gorslu 8 and Wusst1g §

pharmacist licenses are subject to d1s ciplinary action for unprofessmnal conduct pursuant 1,0 Code |

section 4301, as deﬁned by Code section 4306.5 subdivision. (0), in that Respondents fé.ﬂed t0

“consult appropriate FDA records pertaining to the pe1forma:no¢ of pharmaqy functions fwhen they

comiammde’d and dispensed domperidone, a drug that had not been approved for huthan use by
the FDAJand for which the FDA had issued warliings againét its-use, 4s fq:rthér' set f61111 in, |
paragraphs 24-30, above and incorpotated herein by reference,
THIRD CAUSE FOR DISCIPLINF,
.. (Received, Delivered and/or Sold Misbranded Drugs)

33, Respoﬁdent Setwert’s pharmacy permit and Respondents Gorski’s and Wusstig’s

“section 4301 subdivision (j), for violating statutes regulating dangerous drugs, in that -

Respondents received, sold and/or delwered misbranded dmgs as deﬁned by Health and Safety

Code sections 111335 111400, and Umted States Code title 21, sec’uon 352, subdivision (;E) and |

in violation of Health and Safety Code section 11 1440 and 111450, as forther set forth in
pa:raérabhs. 24-30, ghove and incorporaied herein by referencfa. '
: 8

[

--_-pharmaeist--li@enses-arg%--subjer:l; to-disciplinary. action for unprofessional conduct pursuant 1000610 e, -

(STERKA COMPOUNDING PHARMAGY) ACCUSATION




FO!J!;’I‘H CAUSE FOR DISCIPLINE,
(Cummxssmn of Prohbibited Acts)

34 Regpondents are subject to dlsclplma:ry action under Code sections 4301 subd1v1s1on

(0), in that Respondents violated or attempted to violate provistons of the pharmacy laws and/or

incorporated heiein by reference.
MATTERS IN AGG;_R__AVATIOE

35. To determme the degree of chsclplme to be assessed agamst Raspondents Seiwert and
qorski, ;f any, Complainant alloges as follows: ‘

Respondent Setwert/Sierra Compounding Pharmacy-

a. | Onor ébo‘ut Tune 30, 2011, the Board issued Citation. and'fine No. C1.2010 46937
against Sierra Compoundmg Pharmacy for vwlaimg California Code of Regulations (“CCR”),
titls 16, sectwn 1761, subdivision (a)/Haalth and Safety Code sectlon 11170 (no pharniacist ghall
sompound or dispense any prescription which contains any s1gn1ﬁcant error or . -
omlsswn/pro]nbfqon aof prescrihmg, ete. controlled substance for self); Health and Safety Code

section 11165, subdivision (d) (for éach prescription for a Sahedulo 1T or Schedinle TIY controlled

| substance, the dispensing pharmacy shall repost to the Department of Justioe); and section 408i,

subdivision (a)/section 41 05, subdivision (ﬁ) (records of dangerous drugs kept open for

1| “inspection/retaining records of damgerous drugs and devices on licensed premises; teraporary

-pay- afing-of $4 500. by-July 30,-2011.."The. o1tat1011 has.been. pa1d in Rl and is final, .
b. Oner about March 24, 2014, the Board 1ssued Citation and.Fine No. 12013 58024

| against S1e1:ra Compoundmg Pharmacy for violating Title 21, Code of Fedc—n al Regula‘rlons

(“CFR™), section 1304, 04 subdmsmns ()(1) and (2) (inventories and records of all controlled
substances 11q1,ed in Schedmas Tand 1 shall be mamlamed separately from all othcl 16001615 of the

phatmacy/ Scheclules IIL, TV, and V shall be maintained sither sepaa:ately &om all othe1 records of
: 9

of the applicable federal and state laws and regulaﬁoné governing ﬁharmacy, when Respondent’s |
received, compounded, delivered and/or soid dorriperidone Withoﬁt FDA apprdval in violatidn of |.

soction 4169 subdivision (a)(3), and as more ﬁﬂly set forth in paragraphs 24-33, above ‘which are|. -

removal; Waive:cs; access to electronioally maintained records). The Board ordeted Respondant to|-

(STERRA, COMPOUNDING PHARMACY) ACCU SATION




the phm;macy); Title 21, CER, section 1301..7"5, sub‘divisiop (b) (controlled substances liste;d in
Schedules 1L 11T, IV, and V shall be stored in e securely locked, substzmtially constructed
cabinet); and CCR title 16, section 1707.5, subdivision (d) (pment-centcled 1abels for
prescription drug containers; requmements pharmacy shall have policies and procedures n place
“to help patients with limited or no English proficiency understand the information on the label).

{| The Board ordered Respondent to pay. fines totaling $1,250 by Aprﬂ 23, 2014. The citation has
| been peid in foll and is final

Rcspondent Gorski B -
| c.Onor sbout March 24, 2014, the Board issued Citation and Fine No. C12013
60613 against Respondent Gorski for violating Title 21, CFR, -sectioﬁ 1304.04, subdivisiong
A)(1) and (2) (inventories and records of all confrolled substances listed in- Schédulesl and IT
sha]l be maintained separately from all other records of the pharmacy/Scheduies HI, IV and V
shall be-maintained either sepalately iiom all other records of the pharmflcy), Title 21, CFR '
section 1301 75, subdivigion (b) (com:rolled substances hsted n Schedules II UL IV, and V shall

3 != be stored in a securely locked, substanmally constructed cabmet), and CCR, title 16, section

17 07.5, subdivision (d) (patient-center ed labels for prebcmpuon drug containers; requzremems
pharmaoy shall have pg}lc;es apd procedures n place to he,]p patients with limited ot no English
proﬁciéncy understand the information on the label) The Board oxdered Reépéndént to p‘éw fines
totaling $1,250 by April 5.3, 2014, The oftation has been paid in full and is final. |

| - PRAYER
‘WHEREFORE, Complamant requests that a heaimg be held on tha matters allf:ged in this
Acousauon, and that following Lhe hearmg, the Board of Pharmacy i issue ) demsmn |

S e I{evmkmg or-suspending Rharmacy. Permit No. PELY, 49228 1ssued to Rob ert Hﬂbcn

Seiwert, owner of Sierta Compounding Pha;lma.cy,

. 2. Revoking or suspendmg thmacxst License No. R’PH 69944 1ssuec1 1o Angalme
Marie Wusstlg, '

3. Revol{.mg o1 suspendmg Pharmacist License No, RPH’ 6’7057 1ssuec1 to KrlstenR
Gorski;

10 e |
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" 4. . Ordering Robert Hilbert Seiwett, owner of Sierra Cotmponnding Pharmacy, Angaline
Masie Wusstig, and Kristen R, Gorski to pay the Board of Pharmacy the reasonable costs of the
investigation and enforcement of this case, pursuant’to Business and Professions Cods section
125.3; and

5. Taking such other and firther action as desmed necessary and proper. .
. / //5 0 PP W
DATED: 57"/ b gy . <
. , _ VIRGINIA HEROLD :
Executive Odfficer
Board of Pharmacy |
. Department of Consumer Affai
State of California
- Complainant
il BA2015104447
1 1 - '
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